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Abstract

Objectives: The objective of this study was to assess the frequency and types of conflict
of interest (COI) disclosed by authors of primary studies of Health Policy and Systems
Research (HPSR).

Design: We conducted a cross sectional survey using standard methodology for study
selection and data extraction. We conducted descriptive analyses.

Setting: We did not restrict to any specific setting.

Participants: We included primary studies of HPSR published in English in 2016.
Outcome measures: Reported COI disclosures.

Results: We included 200 eligible primary studies of which 132 (66%) included COI
disclosure statements of authors. Of the 132 studies, 14% studies had at least one author
reporting at least one type of COI and the most frequently reported type was individual
financial COI (n=15, 11%). None of the authors reported individual intellectual COls or
personal COls. Financial and individual COIs were reported more frequently compared
with non-financial and institutional COls.

Conclusion: COI disclosure statements are less frequently included in HPSR primary
studies as compared to the clinical field. Few HPSR primary studies included authors
reporting any type of COI, in particular non-financial or institutional COIs. HPSR journals
should consider strengthening their COI disclosure policies, and their implementation.

Keywords: conflict of interest, health policy, health systems

Strengths and limitations of this study

3
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e This is the first study to assess the frequency and types of COI disclosed by

authors of primary studies of HPSR.

oNOYTULT D WN =

e The study used a rigorous methodology that included a search strategy specific
to health policy journals and duplicate study selection and data abstraction

13 processes.

15 e We used a comprehensive framework for the classification of COI validated in

previous studies.

20 e The study focused on reported COI, thus these statements depend on journals

22 COlI policy requirements, and whether authors’ disclosures are accurate or

complete remains uncertain.
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Background

Evidence-informed health policymaking aims to ensure that policymaking is well-
informed by the best available evidence !. Evidence from Health Policy and Systems
Research (HPSR) can inform health system policy decisions including who delivers
health services and where, and how these services are financed and organized 23.
Policymakers are increasingly recognizing the importance of the use of research evidence
in improving health, reducing health inequities and contributing to economic

development 4.

Conflict of interest (COI) of researchers may influence the conduct and reporting of
HPSR. COl is defined as “a financial or intellectual relationship that may impact an
individual’s ability to approach a scientific question with an open mind” ¢. One study
assessing the frequency and influence of financial COI on economic analyses in oncology
found that the studies disclosing financial COI directly or indirectly consistently
supported the sponsor’s product 7. Forsyth et al. found that opinion articles skeptical of
the use of systematic reviews for policy-making were more likely to have industry ties

than articles supportive of their use 8.

Reporting of COI in HPSR is important given its potential influence on public policy and
decision-making. We previously assessed the reporting of COI in HSPR systematic
reviews °. We found that 20% of those reviews did not include a COI disclosure
statement, and only 15% of disclosure statements reported the existence of any COI. The

reporting of COI in primary studies is important for both policy makers, relying on their

5
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findings for decision making, as well for authors of systematic reviews assessing the
potential bias associated with the COI of study investigators 0. Therefore, this study aims
to assess the types and frequency of COI disclosed by authors of primary studies of

HPSR.

Methods

Design overview and definitions

We conducted a cross-sectional survey using standard methodology for study selection
and data extraction. We defined COI disclosure as the reporting of whether a COI exists
or not. We classified the types of disclosed COlIs as shown in figure 1 and detailed in S1
appendix. Our classification of COls relies on a framework informed by a literature
review, the findings of recent studies assessing COIs reported by authors of clinical
systematic reviews, HPSR systematic reviews and randomized controlled trials ® ' 12 and
the International Committee of Medical Journal Editors (ICMJE) COI disclosure form.
We used the word “loogly” to label “any additional statement in the COI disclosure that
attempts to downplay a disclosed relationship by suggesting that it is unrelated to COI”

(e.g., ‘this relationship did not influence the content of the manuscript’) 1.

Insert Figure 1 here

Figure 1: Classification of conflicts of interest

Eligibility criteria

We included articles meeting the following eligibility criteria:
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e Type of study: primary studies (e.g., randomized controlled trials, cohort studies,
qualitative studies). We excluded systematic and literature reviews, case studies,
technical reports, conference reports, proceedings, editorials and opinion pieces;

e Type of field: health policy and systems research; we used the taxonomy of health
systems topics used to code Health Systems Evidence (HSE) database of
McMaster Health Forum to assess eligibility: governance, financial, delivery
arrangements, and implementation strategies '3 '4;

e Articles published in English in 2016.

Search strategy

We searched for papers published in peer-reviewed health policy and services journals.
We ran the search in the Web of Science database limiting to “Health Policy and
Services” journal category, “article” document type, English language and to the year

2016. S2 appendix presents the detailed search strategy.

Selection process

We drew a random sample of 200 papers from the set of citations retrieved by the search
to undergo the selection process using an online random sequence generator
(www.random.org/sequences). Citations were exported to EndNote™ X7.5 software
(Thomson Reuters, Philadelphia, PA, USA). Reviewers completed calibration exercises
before starting the selection process. Two reviewers screened title and abstracts for
eligibility in duplicate and independently using EndNote. We retrieved the full text of

citations judged as potentially eligible by at least one of the two reviewers. The two

7

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml



Page 9 of 29

oNOYTULT D WN =

BMJ Open

reviewers screened the full texts in duplicate and independently. The reviewers resolved
their disagreements by discussion, and consulted a third reviewer when consensus could
not be reached. We used a standardized and pilot tested full text screening form. We
recorded reasons for exclusion and summarized the selection process results in a

PRISMA study flow diagram 3.

Data extraction process

We developed and pilot-tested a standardized data extraction form with detailed
instructions. Two teams of eight reviewers completed calibration exercises and extracted
data in duplicate and independently. Reviewers extracted study data using Research
Electronic Data Capture (REDCap) tool, a secure, web-based application designed to
support data capture for research studies '°. The reviewers compared results and resolved
disagreements through discussion, or with the help of a third person when consensus

could not be reached.

Extracted data
We extracted the following general characteristics of each article:

e Number of authors;

e Reported affiliation(s) of first and last author (private or public academic
institution, government, not-for-profit organization, private-for-profit,
intergovernmental);

e Country of affiliation of the first author and its classification (as per World Bank

list of economies issued in September 2016);
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e Health systems arrangement of the paper (governance, financial, delivery

arrangements, and implementation strategies).

We extracted the following characteristics of the reported COI disclosures (as defined
above):
e  Whether authors reported COI or not;
e Form in which COI disclosures were provided (a narrative statement, an online
document, available upon request);
e Number of authors per paper that report any type of COI;
e Number of authors per paper that report each specific type of COI, and when
applicable, the different subtypes of COI;
e Whether the paper reports relevant characteristics of the COI (source, monetary
value, duration);
e Whether individuals other than the authors provided COI disclosures (e.g. editors,

peer-reviewers, external writers, others).

Data analysis

For eligible articles, we conducted descriptive analyses, focusing on the reported COI
disclosures. For continuous variables, we present summary data as medians and quartiles
since the application of the Kolmogorov— Smirnov (K-S) test did not demonstrate
normality. We presented the results for categorical variables as frequencies and
percentages, and analyzed them using the Chi-square test or, if the expected event

number proved less than 5, the Fisher’s Exact test. We considered a p-value of < 0.05 as
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statistically significant. We performed the analysis using SPSS, version 21.0

for Windows (SPSS INC., Chicago, IL, USA).

Results
Out the 2648 citations identified, we included 200 eligible primary studies that were
published in 55 “Health Policy & Services” journals. Figure 2 shows the study flow
diagram.

Insert Figure 2

Figure 2: Study flow diagram

General characteristics of the included primary studies

Table 1 presents the general characteristics of the included primary studies. The median
number of authors per study was four. Most studies were conducted by authors affiliated
with institutions located in high-income countries (92%) and addressed the topic of
delivery arrangements (72%). Most first authors and last authors were affiliated with

public academic institutions (68% and 65% respectively).

Table 1: General characteristics of the included primary studies (N=200)

Overall

N (%)

Number of authors; Median (Interquartile range) 43-6)

Classification of the country of the institution to which the

first author is affiliated:
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High income 183 (92)
Upper middle income 10 (5)
Lower middle income 4(2)
Low income 3(2)
Affiliation of first author *
Public academic institution 135 (68)
Private academic institution 46 (23)
Government 18 (9)
Not-for-profit organization 23 (12)
Private-for-profit 2(1)
Intergovernmental 1(1)
Affiliation of last author *
Public academic institution 129 (65)
Private academic institution 51 (26)
Government 21 (11)
Not-for-profit organization 20 (10)
Private-for-profit 3(2)
Intergovernmental 0 (0)
Type of Health Systems Arrangement *
Delivery arrangement 143 (72)
Implementation strategies 25 (13)
Governance arrangement 23 (12)
Financial arrangement 67 (34)

* Studies may have more than one option that applies.

11

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml

Page 12 of 29



Page 13 of 29

oNOYTULT D WN =

BMJ Open

Characteristics of the reported COI disclosures

Of the primary studies, 66% (132/200) included COI disclosure statements of authors. All
but one study provided COI disclosures narratively in the main document; the single
study provided them in an online form that was not accessible. None of the included
studies reported COI by individuals other than the authors (e.g. editors or peer-

reviewers).

Table 2 presents the reporting of the different types of COI in the 132 studies that
provided COI disclosure statements. Of these 132 studies, 19 (14%) had at least one
author reporting at least one type of COI. The most frequently reported type was
individual financial COI (n=15, 11%), with the median percentage of authors reporting
that COI being 25% (out of the 132 studies with at least one author reporting that type of
COI). None of the authors reported individual intellectual COIs or personal COlIs. Of the
132 primary studies that provided COI disclosure statements, more had at least one
author reporting financial COIs compared to non-financial COIs (n=16; 12% versus n=3;
2%; p-value=0.04). More studies had at least one author reporting individual COls

compared to institutional COls (n=15; 11% versus n=5; 4%; p-value=0.01).

Table 2: Reporting by primary study authors of the different types of conflict of interest
(COD) (N=132)

Studies with at least one Distribution of the
author reporting a specific percentage of authors per
type of COI *; study reporting that type of
n (%) COI §;
Median (Interquartile range)

12
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At least one type 19 (14) 25 (17 -50)
Individual financial (direct 15(11) 25 (15-50)
benefit)
Individual financial 0(0) N/A
(benefit through
professional status)
Individual intellectual 0 (0) N/A
Individual personal 0(0) N/A
Institutional financial 2(2) a
Institutional intellectual 3(Q2) b
Institutional cultural 0(0) N/A
“Other types” $ 4 (3) 30 (18 —85)
Provided a “loogly 3(12) c
statement”

* One study can have authors reporting more than one type of COI.

§ Calculated using the number of papers with at least one author reporting the specific type of COI (i.e.,
papers counted in the preceding column) as the denominator.

$ “Other types” of COIs included: ‘implementing national clinical audit’ (n=1), ‘non-compensated
affiliations’ (n=1), ‘attended meetings’ (n=1), and relationship with a publishing entity (n=1). We consider
these as individual and non-financial types of COL.

2 Authors of only 2 studies reported institutional financial COI, with the percentages being 20% and 100%.
b Authors of only 3 studies reported institutional intellectual COI, with the percentages being 20%, 25%,
and 33%.

¢ Authors of only 3 studies provided a “loogly statement”, with the percentages being 10%, 25% and 100%.
N/A=Not applicable

Individual financial COI: Table 3 presents the reporting of the different subtypes of

individual financial COI in the 15 primary studies with at least one author reporting

individual financial COI. The two most frequently reported subtypes were ‘personal fees’
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(n=9; 60%) and ‘grant’ (n=6, 40%). The median percentages of authors reporting these

two subtypes were 20% and 18% respectively.

Table 3: Reporting of primary study authors of different subtypes of individual financial
conflict of interest (COI) (N=15)

Studies with at least one
author reporting the subtype

of individual financial COI *;

Distributions of the

percentage of authors per

study reporting that subtype

n (%) of COI §; Median
(Interquartile range)

Grant 6 (40) 18 (9-27)
Employment 2(13) a
Personal fees (other 9 (60) 20 (12 —38)
than employment)
Non-monetary support 1(7) b
Study 0(0) N/A
supplies/services
Patent(s) 0 (0) N/A
Stocks, bonds, stock 3 (20) c
options, other
securities
“Other subtypes” 0 (0) N/A

* One study can have authors reporting more than one type of COL.

papers counted in the preceding column) as the denominator.

14

§ Calculated using the number of papers with at least one author reporting the specific type of COI (i.e.,

2 Authors of only 2 studies reported “Employment”, with the percentages being 50% and 100%.
b Authors of only 1 study reported “Non-monetary support”, with the percentage being 17%.
¢ Authors of only 3 studies reported “Stocks, bonds, stock options, other securities”, with the percentages

being 20%, 25% and 33%.
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N/A=Not applicable

Of the 15 studies with at least one author reporting individual financial COI, 14 reported
the source of financial COI. Only two of these 14 studies specified the relationship of the
source to the field under study; in both cases, the sources produced a product not the
subject of the study but under the same field. Only one of the 15 studies reported on the
timing of the conflicted relationship relative to the conduct of the study; in that case, the
relationship occurred during the conduct of the study. None of the studies reported on the

monetary value of the financial COL.

Discussion

Summary of findings

In summary, 66% of 200 HPSR primary studies included COI disclosure statements of
authors, with only one using an online disclosure form. Of these studies, 14% had at least
one author reporting at least one type of COI. Most frequently, authors reported
individual financial COI. Very few studies reported non-financial or institutional COls.
The two most frequently reported subtypes of individual financial COI were ‘personal
fees’ and ‘grant’. None of the studies reported on the monetary value of the financial
COl, or provided disclosure by individuals other than the authors such as editors or

reviewers.

Strengths and limitations
This is the first study to assess the frequency and types of COI disclosed by authors of

primary studies of HPSR. We have used a rigorous methodology that included a search
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strategy specific to health policy journals and duplicate study selection and data
abstraction processes. We used a comprehensive framework for the classification of COI
validated in previous studies. Our study focused on reported COI, thus these statements
depend on journals COI policy requirements, and whether authors’ disclosures are

accurate or complete remains uncertain.

Comparison to other studies

Our findings, in relation to similar studies, demonstrate that COI disclosure statements
are less frequently included in HPSR primary studies (66%) compared to HPSR
systematic reviews (80%), clinical randomized controlled trials (94%), and clinical
systematic reviews (97%) (figure 3) 21 12, Factors that may be contributing to these
differences include the less rigorous COI policies in HPSR journals compared to Core
Clinical journals, and potentially a less strict implementation: 93% of HPSR journals

have a COI disclosure policy compared to 99% for Core Clinical journals '7 '3,

The percentage of authors reporting any type of COI in HPSR primary studies (14%) was
comparable to that of HPSR systematic reviews (15%). However, that percentage as
much lower compared to that of clinical systematic reviews (41%) and clinical trials
(57%) ° ' 12, One explanation could be that HPSR authors may have less COIs than

authors in the clinical field.

Reporting of financial COI was higher than non-financial COI in HPSR primary studies.

This is consistent with the findings of previous studies that focused on COI reporting in

16
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HPSR systematic reviews, clinical systematic reviews, and randomized controlled trials °
1112 - Although this might reflect how frequently these types of COI exist, it might also be
that authors are less aware of the concept of non-financial COI, or of what exactly
qualifies as a non-financial COI. Another explanation could be related to the extent of use
of standard COI disclosure forms: we found that only one study used a standardized form

to report COI, compared to 12% in clinical trials '2.

Insert Figure 3 here
Figure 3: chart comparing the reporting of financial and non-financial COI in different
types of publications. The denominator for the reporting of the different types of COI is

the number of studies that included a COI disclosure statement.

Implications for practice and research

Findings of this study should motivate HPSR journals to strengthen their COI disclosure
policies, and the implementation of existing policies. One approach to help authors better
recognize and disclose their COIs would be to develop a standardized COI disclosure
form similar to that of the ICMJE but more specific to health policy and systems
research. Journals publishing HPSR should also consider collecting and publishing the
COlIs of editors and peer-reviewers. Future research should investigate the reasons behind
the higher reporting of financial COI compared with non-financial COI in HPSR primary
studies. Investigate of the accuracy and completeness of reporting of COI may also

provide insight into the low rates of disclosed COL.
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S1 Appendix: Classification of conflicts of interest

Conlflicts of interest can be individual or exist through institutional affiliations:

» Individual COIs. Types of individual COI include financial, intellectual and personal

COls.

= Types of institutional COI include financial, intellectual and cultural COlIs.

Part 1: Classification of individual financial COI

Part 1a: Individual financial COI with direct financial benefit

Definition:

Individual financial COI with direct financial benefit arises from any payment, research funding,
consultancy, advisory board membership, and the like from the manufacturer of a drug or device
or service under consideration. This type of COI may involve the individuals themselves, their
families or a business they own. Typically, a timeframe of three to five years is considered for

Personal fees (other than employment)

these COls.

Grant There could be a differentiation whether the
grant is going to the investigator or to his/her
institution. Types: grant, salary for research;
contract, fellowship, unrestricted educational
funding; peer-reviewed grant funding

Employment Types: former employment,; current

employment; stipend; salary

Types: honoraria, royalties, fees for
consulting, lectures, speakers’ bureaus,
expert testimony, presentations, editorial
work, manuscript preparation, trial
involvement. management, educational
support, production of books, article
research, Scient;'ﬁc meetings, entertainment,
gift, charitable contribution, other affiliations
(e.g. advisory board, steering committee
membership, supported by another party for
holding a chair at one’s institution)
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Non-monetary support Types: travel paid; writing assistance;
administrative support, food and beverage

Study supplies/services
Patent(s)
Stocks, bonds, stock options, other securities (e.g. equity)

Other forms

Page 26 of 29

Part 1b: Individual financial COI with benefit through professional status

Definition:

Individual financial COI with benefit through professional status arises when an individual is
"engaged in a specified activity as one’s main paid occupation" or “a member of a professional
group of individuals”.

e.g. an author that is a dietician conducts a study looking at advice vs. no advice from a
dietician, an author that provides colonoscopy services, an author that works at a warfarin
clinic

Part 2: Classification of individual intellectual COI

Definition:

Individual intellectual COI arises when an individual participates in scholarly activities related to
the issue under consideration, or when an individual has taken a position or has an opinion and
expresses it in a statement publicly. Such activities may result in an emotional attachment to a
particular interpretation of evidence or position regarding optimal course of action.

Participation in primary studies e.g. randomized controlled trials, case-control studies,
observational studies, qualitative studies

Participation in secondary studies e.g. systematic reviews

Participation on guideline panel e.g. Chair of American Heart Association Get With The
Guidelines Steering Committee
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Public expression of opinion e.g. textbook; review article; editorial; presentation

Part 3: Classification of individual personal COI

Definition:
when an individual has personal opinions or conditions that concern one's private life,
relationships, and emotions rather than one's career or public life.

Beliefs (religious, political, philosophical)  e.g. an author against organ donation or abortion
attributed to personal religious beliefs

Personal characteristics (gender, age, race, e.g. an author with a physical disability
physical/psychiatric condition, sexual conducting a study on the benefit of physical
orientation) rehabilitation

Part 4: Classification of institutional financial COI

Part 4a: Institutional financial COI with direct financial benefit to the institution

Definition:

Institutional financial COI arises when an institution, to which an individual belongs, has a
relationship with the manufacturer of a drug or device or service under consideration. Such
institutions include academic medical centers and professional societies.

Seeking and receiving gifts, Types: grants for research/fellowship/salary support;

endowments, or grants from companies, merit awards, endowments; patent funds; educational

for example, a gift of an endowed fees, funds for author activities (speaker fee,

university chair consultancy, honoraria, board membership,
testimony, writing),; funds for drug/equipment
supplies

Conduct of research within the institution that relates to the issue under consideration and could
affect the value of the institution’s patents or its equity positions or options in biotechnology,
pharmaceutical, or medical device companies

Senior officials who act on behalf of the institution have personal financial interests related to
the issue under consideration
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Part 4b: Institutional financial COI with benefit through increasing services provided by the
institution

Definition:
when an institution employs professionals who advocate for clinical services related to the issue
under consideration but don’t provide those services themselves.

Part 5: Classification of institutional intellectual COI

Definition:

Institutional intellecutal COI arises when an institution/organization, to which an individual
belongs, focuses or funds research on a specific topic, or arises when an individual (paid
employee or unpaid member) belongs to an institution/organization that clearly advocates for
the issue under consideration.

Institution participation in e.g. an author works at a hospital which is enrolling

research participants in a trial on a certain topic; an author is a
member of an organization that has a research focus on a
certain topic

Institution advocacy when the 1. is an advocacy group that clearly advocates for the
institution: issue under consideration

2. has advocacy related to the issue under consideration
as part of its mission, objectives, work, or stated
position (i.e. position statement, editorial, blog,
amicus brief, or legislature or legal testimony)

3. shows "public support for or recommendation of a
particular cause or policy"”

4. has senior officials who act on its behalf and have
COl related to the issue under consideration
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Part 6: Classification of institutional cultural COI

Definition:
Institutional cultural COI arises when an individual (paid employee or unpaid member) belongs
9 to an institution/organization that has a specific cultural identity (e.g. catholic university).
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S2 Appendix: Search strategy

Web of Science search strategy for health policy and services papers

1.

2.

Advanced search for “WC=(Health Policy & Services)”
Limit to “English”

Refine document types to “article”

Limit time span to: “01/01/2016 to present”

Select Social Sciences Citation Index
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Abstract

Objectives: The objective of this study was to assess the frequency and types of conflict
of interest (COI) disclosed by authors of primary studies of Health Policy and Systems
Research (HPSR).

Design: We conducted a cross sectional survey using standard systematic review

methodology for study selection and data extraction. We conducted descriptive analyses.

Setting: We collected data from papers published in 2016 in “health policy and service
journals” category in Web of Science database.

Participants: We included primary studies (e.g., randomized controlled trials, cohort
studies, qualitative studies) of HPSR published in English in 2016 peer-reviewed health
policy and services journals. .

Outcome measures: Reported COI disclosures including whether authors reported COI
or not, form in which COI disclosures were provided, number of authors per paper that
report any type of COI, number of authors per paper that report specific types and

subtypes of COL.

Results: We included 200 eligible primary studies of which 132 (66%) included COI
disclosure statements of authors. Of the 132 studies, 19 studies (14%) had at least one
author reporting at least one type of COI and the most frequently reported type was
individual financial COI (n=15, 11%). None of the authors reported individual

intellectual COIls or personal COlIs. Financial and individual COIs were reported more

frequently compared with non-financial and institutional COls.

Conclusion: A low percentage of HPSR primary studies included authors reporting COI.

Non-financial or institutional COIs were the least reported types of COI.

3
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Strengths and limitations of this study

oNOYTULT D WN =

9 e This is the first study to assess the frequency and types of COI disclosed by
authors of primary studies of HPSR.

14 e The study used a rigorous methodology that included a search strategy specific
16 to health policy and services journals and duplicate study selection and data
abstraction processes.

21 e We used a comprehensive framework for the classification of COI.

23 e The study focused on reported COI, thus these statements depend on journals
COI policy requirements, and whether authors’ disclosures are accurate or

28 complete remains uncertain.
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Background

Evidence-informed health policymaking aims to ensure that policymaking is well-
informed by the best available evidence !. Evidence from Health Policy and Systems
Research (HPSR) can inform health system policy decisions including who delivers
health services and where, and how these services are financed and organized 23.
Furthermore. policymakers are increasingly recognizing the importance of the use of
research evidence in improving health, reducing health inequities and contributing to
economic development 43. However, conflict of interest (COI) of researchers may

influence the conduct and reporting of HPSR.

COl is defined as “a financial or intellectual relationship that may impact an individual’s
ability to approach a scientific question with an open mind” 6. For instance, one study
assessing the frequency and influence of financial COI on economic analyses in oncology
found that the studies disclosing financial COI directly or indirectly consistently
supported the sponsor’s product 7. Additionally, Forsyth et al. found that opinion articles
skeptical of the use of systematic reviews for policy-making were more likely to have

industry ties than articles supportive of their use 8.

Reporting of COI in HPSR is important given its potential influence on public policy and
decision-making. We previously assessed the reporting of COI in HSPR systematic
reviews °. We found that 20% of those reviews did not include a COI disclosure
statement, and only 15% of disclosure statements reported the existence of any COI.

Furthermore, the reporting of COI in primary studies is important for both policy makers,

5
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relying on their findings for decision making, as well for authors of systematic reviews
assessing the potential bias associated with the COI of study investigators '°. Therefore,
this study aims to assess the types and frequency of COI disclosed by authors of primary

studies of HPSR.

Methods

Design overview and definitions

We conducted a cross-sectional survey using standard systematic review methodology for
study selection and data extraction. We defined COI disclosure as the reporting of
whether a COI exists or not. We classified the types of disclosed COls as shown in figure
1 and detailed in S1 appendix. Our classification of COlIs relies on a framework informed
by a literature review, the findings of recent studies assessing COlIs reported by authors
of clinical systematic reviews, HPSR systematic reviews and randomized controlled trials
91112 and the International Committee of Medical Journal Editors (ICMJE) COI
disclosure form!3. We used the word “loogly” to label “any additional statement in the
COl disclosure that attempts to downplay a disclosed relationship by suggesting that it is
unrelated to COI” (e.g., ‘this relationship did not influence the content of the

manuscript’) 1.

Insert Figure 1 here

Figure 1: Classification of conflicts of interest

Eligibility criteria
We included articles meeting the following eligibility criteria:

6
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Type of study: primary studies (e.g., randomized controlled trials, cohort studies,
qualitative studies). We excluded systematic and literature reviews, case studies,
technical reports, conference reports, proceedings, editorials and opinion pieces;
Type of field: health policy and systems research; we used the taxonomy of health
systems topics used to code Health Systems Evidence (HSE) database of
McMaster Health Forum to assess eligibility: governance, financial, delivery

arrangements, and implementation strategies ' 15, Governance arrangements

cover five topics: policy authority, organizational authority, commercial authority,

professional authority, and consumer & stakeholder involvement. Financial

arrangements include topics on financing systems, funding organizations,

remuneration providers, purchasing products & services and incentivizing

consumers. Delivery arrangements cover topics related to how care is designed to

meet consumers’ needs, by whom care is provided, where care is provided, with

what supports is care provided. Implementation strategies comprise topics on

consumer-targeted strategy, provider-targeted strategy and organization-targeted

strategy.”

Articles published in English in 2016.

Search strategy

We searched for papers published in peer-reviewed health policy and services journals.

We ran the search in the Web of Science database limiting to “Health Policy and Services”

journal category, “article” document type, English language and to the year 2016. S2

appendix presents the detailed search strategy.

7

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml



Page 9 of 43

oNOYTULT D WN =

BMJ Open

Selection process

We drew a random sample of 200 papers from the set of citations retrieved by the search
to undergo the selection process using an online random sequence generator
(www.random.org/sequences). Citations were exported to EndNote™ X7.5 software
(Thomson Reuters, Philadelphia, PA, USA). Reviewers completed calibration exercises
before starting the selection process. Two reviewers screened title and abstracts for
eligibility in duplicate and independently using EndNote. We ensured that papers
retrieved by our search were effectively on HPSR. We retrieved the full text of citations
judged as potentially eligible by at least one of the two reviewers. The two reviewers
screened the full texts in duplicate and independently. The reviewers resolved their
disagreements by discussion, and consulted a third reviewer when consensus could not be
reached. We used a standardized and pilot tested full text screening form. We recorded
reasons for exclusion and summarized the selection process results in a PRISMA study

flow diagram .

Data extraction process

We developed and pilot-tested a standardized data extraction form with detailed
instructions (see S3 appendix). Two teams of eight reviewers completed calibration
exercises and extracted data in duplicate and independently. Reviewers extracted study
data using Research Electronic Data Capture (REDCap) tool, a secure, web-based

application designed to support data capture for research studies '°. The reviewers

8
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compared results and resolved disagreements through discussion, or with the help of a

third person when consensus could not be reached.

Extracted data
We extracted the following general characteristics of each article:

e Number of authors;

e Reported affiliation(s) of first and last author (private or public academic
institution, government, not-for-profit organization, private-for-profit,
intergovernmental);

e Country of affiliation of the first author and its classification (as per World Bank
list of economies issued in September 2016);

e Health systems arrangement of the paper (governance, financial, delivery

arrangements, and implementation strategies).

We extracted the following characteristics of the reported COI disclosures (as defined
above):
e  Whether authors reported COI or not;
e Form in which COI disclosures were provided (a narrative statement, an online
document, available upon request);
e Number of authors per paper that report any type of COI;
e Number of authors per paper that report each specific type of COI, and when

applicable, the different subtypes of COI;

9
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e  Whether the paper reports relevant characteristics of the COI (source, monetary
value, duration);
e Whether individuals other than the authors provided COI disclosures (e.g. editors,
peer-reviewers, external writers, others).
We extracted information the following information on the characteristics of the journal:
e Impact factor

e Existence of a COI disclosure policy

Data analysis

For eligible articles, we conducted descriptive analyses, focusing on the reported COI
disclosures. For continuous variables, we present summary data as medians and quartiles
since the application of the Kolmogorov— Smirnov (K-S) test did not demonstrate
normality. We presented the results for categorical variables as frequencies and
percentages, and analyzed them using the Chi-square test or, if the expected event
number proved less than 5, the Fisher’s Exact test. We considered a p-value of < 0.05 as
statistically significant. We performed the analysis using SPSS, version 21.0

for Windows (SPSS INC., Chicago, IL, USA).

Results

Out of the 2,648 citations identified, we included 200 eligible primary studies that were
published in 55 “Health Policy & Services” journals. Figure 2 shows the study flow
diagram.

Insert Figure 2

10
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Figure 2: Study flow diagram

General characteristics of the included primary studies

Table 1 presents the general characteristics of the included primary studies. The median
number of authors per study was four. Most studies were conducted by authors affiliated
with institutions located in high-income countries (92%) and addressed the topic of
delivery arrangements (72%). Most first authors and last authors were affiliated with

public academic institutions (68% and 65% respectively).

Table 1: General characteristics of the included primary studies (N=200)

Overall
N (%)
Number of authors; Median (Interquartile range) 4(3-6)
Classification of the country of the institution to which the first
author is affiliated:
High income 183 (92)
Upper middle income 10 (5)
Lower middle income 4(2)
Low income 3(2)
Affiliation of first author *
Public academic institution 135 (68)
Private academic institution 46 (23)
Government 18 (9)
Not-for-profit organization 23 (12)
Private-for-profit 2(1)

11
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Intergovernmental 1(1)

Affiliation of last author *

Public academic institution 129 (65)

oNOYTULT D WN =

9 Private academic institution 51 (26)
10 Government 21 (11)
12 Not-for-profit organization 20 (10)
14 Private-for-profit 3(2)

Intergovernmental 0 (0)

Type of Health Systems Arrangement *

19 Delivery arrangement 143 (72)
21 Implementation strategies 25(13)
Governance arrangement 23 (12)

24 Financial arrangement 67 (34)

26 * Studies may have more than one option that applies.

58 12
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Characteristics of the reported COI disclosures

Of the 200 primary studies, 66% (132/200) included COI disclosure statements of authors.
All but one study provided COI disclosures narratively in the main document; the single
study provided them in an online form that was not accessible. None of the included

studies reported COI by individuals other than the authors (e.g. editors or peer-reviewers).

Table 2 presents the reporting of the different types of COI in the 132 studies that
included COI disclosure statements. Of these 132 studies that included COI disclosure
statements, 19 (14%) had at least one author reporting at least one type of COI while 113
(86%) studies had their authors reporting that they had no conflict of interest. The most
frequently reported type was individual financial COI (n=15, 11%), with the median
percentage of authors reporting this type of COI being 25%. None of the authors reported
individual intellectual COIs or personal COlIs. Of the 132 primary studies that provided
COI disclosure statements, more had at least one author reporting financial COIs
compared to non-financial COls (n=16; 12% versus n=3; 2%; p-value=0.04). More
studies had at least one author reporting individual COIs compared to institutional COIs

(n=15; 11% versus n=5; 4%; p-value=0.01).

Table 2: Reporting by primary study authors of the different types of conflict of interest
(COI) (N=132)

Studies with at least one Distribution of the
author reporting a specific percentage of authors per
type of COI *; study reporting that type of
n (%) COI §;
Median (Interquartile range)

13
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At least one type 19 (14) 25 (17 -50)
Individual financial (direct 15(11) 25 (15-50)
benefit)
Individual financial (benefit 0(0) N/A
through professional status)
Individual intellectual 0(0) N/A
Individual personal 0(0) N/A
Institutional financial 2(2) a
Institutional intellectual 3(Q2) b
Institutional cultural 0(0) N/A
“Other types” $ 4 (3) 30 (18 —85)
Provided a “loogly 3(12) ¢
statement”

* One study can have authors reporting more than one type of COI.

§ Calculated using the number of papers with at least one author reporting the specific type of COI (i.e.,
papers counted in the preceding column) as the denominator.

$ “Other types” of COlIs included: ‘implementing national clinical audit’ (n=1), ‘non-compensated
affiliations’ (n=1), ‘attended meetings’ (n=1), and relationship with a publishing entity (n=1). We consider
these as individual and non-financial types of COI.

2 Authors of only 2 studies reported institutional financial COI, with the percentages being 20% and 100%.
b Authors of only 3 studies reported institutional intellectual COI, with the percentages being 20%, 25%,
and 33%.

¢ Authors of only 3 studies provided a “loogly statement”, with the percentages being 10%, 25% and 100%.
N/A=Not applicable

Individual financial COI: Table 3 presents the reporting of the different subtypes of

individual financial COI in the 15 primary studies with at least one author reporting

individual financial COI. The two most frequently reported subtypes were ‘personal fees’

14
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(n=9; 60%) and ‘grant’ (n=6, 40%). The median percentages of authors reporting these

two subtypes were 20% and 18% respectively.

Table 3: Reporting of primary study authors of different subtypes of individual financial
conflict of interest (COI) (N=15)

Studies with at least one author
reporting the subtype of

individual financial COI *;

Distributions of the percentage
of authors per study reporting
that subtype of COI §; Median

n (%) (Interquartile range)
Grant 6 (40) 18 (9-27)
Employment 2(13) a
Personal fees (other 9 (60) 20 (12 -38)
than employment)
Non-monetary support 1(7) b
Study supplies/services 0(0) N/A
Patent(s) 0 (0) N/A
Stocks, bonds, stock 3 (20) c
options, other securities
“Other subtypes” 0 (0) N/A

* One study can have authors reporting more than one type of COL.

§ Calculated using the number of papers with at least one author reporting the specific type of COI (i.e.,

papers counted in the preceding column) as the denominator.

2 Authors of only 2 studies reported “Employment”, with the percentages being 50% and 100%.

b Authors of only 1 study reported “Non-monetary support”, with the percentage being 17%.

¢ Authors of only 3 studies reported “Stocks, bonds, stock options, other securities”, with the percentages

being 20%, 25% and 33%.
N/A=Not applicable
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Of the 15 studies with at least one author reporting individual financial COI, 14 reported
the source of financial COI. Only two of these 14 studies specified the relationship of the
source to the field under study; in both cases, the sources produced a product not the
subject of the study but under the same field. Only one of the 15 studies reported on the
timing of the conflicted relationship relative to the conduct of the study; in that case, the
relationship occurred during the conduct of the study. None of the studies reported on the
monetary value of the financial COI.

Characteristics of the Journals

The median impact factor of the 55 journals that published the included primary studies
was 1.66 (IQR=1.36-2.41). Ninety-six percent (53/55) of the journals had a COI
disclosure policy. Of the 68 papers that did not include a COI statement, 90% (61/68)
were published in journals that did have a COI disclosure policy. We provided the list of

the 55 journals that published the included primary studies in S4 appendix.

Discussion

Summary of findings

In summary, 66% of 200 HPSR primary studies included COI disclosure statements of
authors, with only one using an inaccessible online disclosure form. Of these studies,
14% had at least one author reporting at least one type of COI. Most frequently, authors
reported individual financial COI. Very few studies reported non-financial or institutional
COIs. The two most frequently reported subtypes of individual financial COI were

‘personal fees’ and ‘grant’. None of the studies reported on the monetary value of the

16
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financial COI, or provided disclosure by individuals other than the authors such as editors

Or reviewers.

Strengths and limitations

This is the first study to assess the frequency and types of COI disclosed by authors of
primary studies of HPSR. We have used a rigorous methodology that included a search
strategy specific to health policy and services journals and duplicate study selection and
data abstraction processes. We used a comprehensive framework for the classification of
COI used in previous studies® ! 12. Our study focused on reported COI, thus these
statements depend on journals COI policy requirements, and whether authors’ disclosures

are accurate or complete remains uncertain.

Comparison to other studies

Our findings, in relation to similar studies, demonstrate that COI disclosure statements
are less frequently included in HPSR primary studies (66%) compared to HPSR
systematic reviews (80%), clinical randomized controlled trials (94%), and clinical
systematic reviews (97%) (figure 3) ! 12, Factors that may be contributing to these
differences include the less rigorous COI policies in HPSR journals compared to Core
Clinical journals, and potentially a less strict implementation: 93% of HPSR journals
(including the 55 journals that published the primary studies included in this study) have

a COI disclosure policy compared to 99% for Core Clinical journals '7 18,

17
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The percentage of authors reporting any type of COI in HPSR primary studies (14%) was
comparable to that of HPSR systematic reviews (15%). However, that percentage is much
lower compared to that of clinical systematic reviews (41%) and clinical trials (57%) ° !
12, Possible explanations for this low rate of disclosure could be that HPSR authors may
have less COIs than authors in the clinical field, HPSR authors are less aware of what
constitute COI in their field or self-reporting is an inadequate and inaccurate form of
disclosure. Indeed, an increasing number of studies is using resources such as the Open
Payment database to verify the accuracy of the COI disclosures of health researchers 1°-22,
They are consistently showing that researchers tend to underreport their conflicts of

interest (up to 81% in one study 23).

Reporting of financial COI was higher than non-financial COI in HPSR primary studies.
This is consistent with the findings of previous studies that focused on COI reporting in
HPSR systematic reviews, clinical systematic reviews, and randomized controlled trials °
1112 Although this might reflect how frequently these types of COI exist, it might also be
that authors are less aware of the concept of non-financial COI, or of what exactly
qualifies as a non-financial COI. Another explanation could be related to the extent of use
of standard COI disclosure forms: we found that only one study used a standardized form

to report COI, compared to 12% in clinical trials '2.

Insert Figure 3 here
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Figure 3: chart comparing the reporting of financial and non-financial COI in different
types of publications. The denominator for the reporting of the different types of COI is

the number of studies that included a COI disclosure statement.

Implications for practice and research

As HPSR may be used to inform policy decisions, COI of HPSR authors may bias their
research output and subsequently lead to misguided public policies and decisions 2425,
For example, Bes-Rastrollo et al. found that financial COI may bias findings of
systematic reviews of the effects of sugar-sweetened beverages consumption on weight
gain and obesity 2%. In turn, such biased conclusions might adversely influence
policymaking related to regulation of sugar-sweetened beverages. Consequently, the
appropriate disclosure and management of COlIs are essential for the credibility and trust
in HPSR and hence, might increase its uptake in policymaking. For that reason, HPSR
journals to strengthen their COI disclosure policies, and the implementation of existing
policies. One approach to help authors better recognize and disclose their COIs would be
to develop a standardized COI disclosure form similar to that of the ICMJE but more
specific to health policy and systems research. Journals publishing HPSR should also
consider collecting and publishing the COlIs of editors and peer-reviewers. Future
research should investigate the reasons behind the higher reporting of financial COI
compared with non-financial COI in HPSR primary studies. Investigate of the accuracy
and completeness of reporting of COI may also provide insight into the low rates of

disclosed COl.
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S1 Appendix: Classification of conflicts of interest

Conlflicts of interest can be individual or exist through institutional affiliations:

» Individual COIs. Types of individual COI include financial, intellectual and personal

COls.

= Types of institutional COI include financial, intellectual and cultural COlIs.

Part 1: Classification of individual financial COI

Part 1a: Individual financial COI with direct financial benefit

Page 28 of 43

Definition:

Individual financial COI with direct financial benefit arises from any payment, research funding,
consultancy, advisory board membership, and the like from the manufacturer of a drug or device
or service under consideration. This type of COI may involve the individuals themselves, their
families or a business they own. Typically, a timeframe of three to five years is considered for

Personal fees (other than employment)

these COls.

Grant There could be a differentiation whether the
grant is going to the investigator or to his/her
institution. Types: grant, salary for research;
contract, fellowship, unrestricted educational
funding; peer-reviewed grant funding

Employment Types: former employment,; current

employment; stipend; salary

Types: honoraria, royalties, fees for
consulting, lectures, speakers’ bureaus,
expert testimony, presentations, editorial
work, manuscript preparation, trial
involvement. management, educational
support, production of books, article
research, Scient;'ﬁc meetings, entertainment,
gift, charitable contribution, other affiliations
(e.g. advisory board, steering committee
membership, supported by another party for
holding a chair at one’s institution)
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Non-monetary support Types: travel paid; writing assistance;
administrative support, food and beverage

Study supplies/services
Patent(s)
Stocks, bonds, stock options, other securities (e.g. equity)

Other forms

Part 1b: Individual financial COI with benefit through professional status

Definition:

Individual financial COI with benefit through professional status arises when an individual is
"engaged in a specified activity as one’s main paid occupation" or “a member of a professional
group of individuals”.

e.g. an author that is a dietician conducts a study looking at advice vs. no advice from a
dietician, an author that provides colonoscopy services, an author that works at a warfarin
clinic

Part 2: Classification of individual intellectual COI

Definition:

Individual intellectual COI arises when an individual participates in scholarly activities related to
the issue under consideration, or when an individual has taken a position or has an opinion and
expresses it in a statement publicly. Such activities may result in an emotional attachment to a
particular interpretation of evidence or position regarding optimal course of action.

Participation in primary studies e.g. randomized controlled trials, case-control studies,
observational studies, qualitative studies

Participation in secondary studies e.g. systematic reviews

Participation on guideline panel e.g. Chair of American Heart Association Get With The
Guidelines Steering Committee
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Public expression of opinion e.g. textbook; review article; editorial; presentation

Page 30 of 43

Part 3: Classification of individual personal COI

Definition:
when an individual has personal opinions or conditions that concern one's private life,
relationships, and emotions rather than one's career or public life.

Beliefs (religious, political, philosophical)  e.g. an author against organ donation or abortion
attributed to personal religious beliefs

Personal characteristics (gender, age, race, e.g. an author with a physical disability
physical/psychiatric condition, sexual conducting a study on the benefit of physical
orientation) rehabilitation

Part 4: Classification of institutional financial COI

Part 4a: Institutional financial COI with direct financial benefit to the institution

Definition:

Institutional financial COI arises when an institution, to which an individual belongs, has a
relationship with the manufacturer of a drug or device or service under consideration. Such
institutions include academic medical centers and professional societies.

Seeking and receiving gifts, Types: grants for research/fellowship/salary support;

endowments, or grants from companies, merit awards, endowments; patent funds; educational

for example, a gift of an endowed fees, funds for author activities (speaker fee,

university chair consultancy, honoraria, board membership,
testimony, writing),; funds for drug/equipment
supplies

Conduct of research within the institution that relates to the issue under consideration and could
affect the value of the institution’s patents or its equity positions or options in biotechnology,
pharmaceutical, or medical device companies

Senior officials who act on behalf of the institution have personal financial interests related to
the issue under consideration
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Part 4b: Institutional financial COI with benefit through increasing services provided by the
9 institution
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12 Definition:
13 when an institution employs professionals who advocate for clinical services related to the issue
under consideration but don’t provide those services themselves.

19 Part 5: Classification of institutional intellectual COI

Definition:

24 Institutional intellecutal COI arises when an institution/organization, to which an individual
25 belongs, focuses or funds research on a specific topic, or arises when an individual (paid
26 employee or unpaid member) belongs to an institution/organization that clearly advocates for
27 the issue under consideration.

31 Institution participation in e.g. an author works at a hospital which is enrolling

32 research participants in a trial on a certain topic; an author is a
33 member of an organization that has a research focus on a
34 certain topic

Institution advocacy when the 1. is an advocacy group that clearly advocates for the
institution: issue under consideration

40 2. has advocacy related to the issue under consideration
41 as part of its mission, objectives, work, or stated

42 position (i.e. position statement, editorial, blog,
amicus brief, or legislature or legal testimony)

46 3. shows "public support for or recommendation of a
47 particular cause or policy"”

49 4. has senior officials who act on its behalf and have
50 COl related to the issue under consideration
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Part 6: Classification of institutional cultural COI

Definition:
Institutional cultural COI arises when an individual (paid employee or unpaid member) belongs
to an institution/organization that has a specific cultural identity (e.g. catholic university).
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Web of Science search strategy for health policy and services papers
10 1. Advanced search for “WC=(Health Policy & Services)”

2. Limit to “English”

15 3. Refine document types to “article”

17 4. Limit time span to: “01/01/2016 to present”

Select Social Sciences Citation Index

60 For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml



Confidential

oNOYTULT D WN =

BMJ Open

COl in primary studies on Health Policy &%?/9%1%% of 43

Data Abstraction Form (COIl in HPS studies)

Record Number
Last name of the First Author
Study Title

Journal number

Page 1 of 9

1- Please select your name below

1.A- Reviewer name

O Abdul Sattar
O Arnav

O Assem

O Lama

O Maram

O Mounir

O Sanaa

O Fadel

2- General characteristics of the study

2.A.1- Number of authors

2.A.2a- Please select the reported affiliation(s) by
the FIRST author

2.A.2b- Please select the reported affiliation(s) by
the LAST author

2.B.1- Please insert the Country of the affiliation
of the first author:

2.B.2- Country classification (please see
Supplementary File):

[] Private academic/university
] Public academic/university
[] Government

[] Not for profit organization
[] Private for profit

[] Intergovernmental

[] Private academic/university
[] Public academic/university
[] Government

[] Not for profit organization
[] Private for profit

] Intergovernmental

QO High income
O Upper-middle income
O Lower-middle income
O Low income

3- Funding of the study

3.A- Is the study funded?

O Funded
O Not funded
O Not reported
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1 3.B- Reported Source(s) of Funding/Support (check all ] 1. Internally funded
2 thatapply) [] 2. Governmental
3 [] 3. Private for Profit
4 [] 4. Private not for Profit with evidence of support
5 by Private for Profit that is a Drug/Device
6 Industry
7 [] 5. Private not for Profit with evidence of support
8 by Private for Profit that is NOT a Drug/Device
9 Industry

[] 6. Private not for Profit with no evidence of

10 support by Private for Profit
1 [] 7. Intergovernment
12 (Note: 1 for Internal sources of funding; 2-6 for
13 External sources of funding)
14
15
16

17 3.C.la- Does the paper explicitly report whether the funder/sponsor was involved in the
18 following?

19

20

21 Not involved Involved Not reported
22 1. Protocol/design of the study O O O
;i 2. Data collection O O O
25 3. Data analysis/ interpretation/ O O O
26 Management

;é 4. Funded a writer O O O
29 5. Preparation of the manuscript O O O
30 6. Review of the manuscript O O O
31 _

37 7. Approval of the manuscript O O O
33 8. Decision to submit the O O O
34 manuscript

35

36 9. Verified data accuracy/fact O O O
37 Checking

gg 10. Auditing of study conduct O O O
40 11. Conduct of study O O O
41 12. Study oversight O O O
42

43 13. Logistical support O O O
44 14. Team assembly O O O
22 15. Management O O O
47 16. Other (please specify below) O O O
48

;‘g 3.C.1b- If other, please specify

51

52 - =

53 4- Conflict of Interest Disclosure

54

>3 4 A-Does the paper report COl in the following [] Yes, narrative statement in the main document
26 forms? (check all that apply) [] Yes, in an online document (accessible)
57 ] Yes, in an online document (not accessible)
58 ] Yes, available upon request

59 [] No

60

4.A.1- Please copy and paste the quotation declaring
COlI from the main document
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1 4.B.1a- The online document reports COI as (check all [] Narrative statement
2  thatapply): [] ICMJE Uniform Disclosure Form
3 [] Other form
4
5  4.B.1b- If other form, please specify
6 . .
; 4.B.2- Please copy and paste the quotation declaring
8 COI from the online document
?O 4.C.1- How many authors report any type of COIl in the

Main document?

12 4.C.2- How many authors report any type of COI in the
13 Online document?

17 4.D- For how many authors:

4.D.1- Does the online document report more
20 disclosures than the main document?

22 4.D.2- Does the online document report less
23 disclosures than the main document?

25 4.D.3- Does the online document report the same
26 disclosure(s) as in the main document?

28 4.D.4- Does the online document report more details
29 than the main document for the same disclosure(s)?

31 4.D.5- Does the online document report less details
32 than the main document for the same disclosure(s)?

35 5. Disclosure(s) of Individual Financial COI (with direct financial benefit)

38 5.A- How many authors report COl related to any
39 subtype of individual financial COI (with direct
40 financial benefit)?

43 5,B- If any individual financial COl is reported, for how many authors does it relate to the
45 following subtypes?

47 5.B.1- Grant from source(s) same as funding source(s)

49  5.B.2a- Grant from source(s) different from funding
50 source(s)

52 5.B.2b- Please specify the source(s) that are
53 different from the funding source(s):

55 5.B.3- Employment

57 5.B.4- Personal fees (other than Employment)

5.B.5- Non-monetary support

5.B.6- Drug/Equipment supplies

5.B.7a- Patent(s)
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Yes

5.B.7b.1- Does the disclosure O
specify whether a patent relates

to one of the interventions

subject of the study?

5.B.7b.2- Does the disclosure O
specify whether a interventions

relates to the field but not any of

the interventions subject of the

study?

5.B.8- Stocks, bonds, stock options, other securities
5.B.9a- Other forms

5.B.9b- If other, please specify here:

BMJ Open

Page 4 of 9

5.C- Does the disclosure include the following?

5.C.1a- Source(s)

O Yes
O No

5.C.1b- Does the paper specify whether:

Yes
5.C.1b.1- Any source(s) of COI O
produces one of the
interventions subject of the
study?

5.C.1b.2- Any source(s) of COI O
produces interventions not

subject of the study but under

the same field?

5.C.2a- Monetary value

5.C.2b- If monetary value is specified, please copy
and paste the quotation here:
5.C.3a- Time period

5.C.3b- If time period is specified, please select
longest duration reported:

O Yes
O No

O Yes
O No

O During conduct of the study
O 1 year

O 2 years

QO 3 years

O 4 years

QO 5 years

O >5 years
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6- Disclosure(s) of Individual Financial COl (with benefit through professional status)

6.A- How many authors report COI related to any
subtype of individual financial COI (with benefit
from professional status)?

6.B- Does the disclosure specify whether:

Yes

6.B.1- Any type(s) of Individual O
Financial COI (with benefit

through professional status)

relates to one of the

interventions subject of the

study?

6.B.2- Any type(s) of Individual O
Financial COI (with benefit

through professional status)

relates to interventions not

subject of the study but under

the same field?

7- Individual Intellectual COI Disclosure(s)

7.A- How many authors report on the following subtypes of Individual Intellectual COI?

7.A.1- Participation in primary studies
7.A.2- Participation in secondary studies
7.A.3- Participation in guideline panel(s)

7.A.4- Public expression of opinion

7.B- Does the disclosure specify whether:

Yes
7.B.1- Any type(s) of Individual O
Intellectual COI relates to one of
the interventions subject of the
study?
7.B.2- Any type(s) of Individual O

Intellectual COI relates to
interventions not subject of the
study but under the same field?
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8- Individual Personal COI Disclosure(s)

8.A.1- How many authors report Individual Personal
COl in any form?

8.A.2- If any form of Individual Personal COl is
disclosed by any author, please copy and paste the
quotation(s) here:

8.B- Does the disclosure specify whether:

Yes
8.B.1- Any type(s) of Individual O
Personal COlI relates to one of
the interventions subject of the
study?
8.B.2- Any type(s) of Individual O

Personal COlI relates to
interventions not subject of the
study but under the same field?

9- Institutional Financial COIl Disclosure(s)

9.A.1- How many authors report Institutional
Financial COlI, with direct financial benefit to the
institution?

9.A.2- How many authors report Institutional
Financial COIl, with benefit through increasing
services provided by institution?

9.A.3- If any form of Institutional Financial COl is
disclosed by any author, please copy and paste the
quotation(s) here:

9.B- Does the disclosure include the following?

9.B.1a- Source(s)
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9.B.1b- Does the paper specify whether:

Yes

9.B.1b.1- Any source(s) of COI O
produces one of the

interventions subject of the

study?

9.B.1b.2- Any source(s) of COI O
produces interventions not

subject of the study but under

the same field?

9.B.2a- Monetary value

9.B.2b- If monetary value is specified, please copy
and paste the quotation here:
9.B.3a- Time period

9.B.3b- If time period is specified, please select
longest duration reported:

O Yes
O No

O Yes
O No

O During conduct of the study
O 1year

O 2 years

O 3 years

O 4 years

QO 5 years

O >5 years

10- Institutional Intellectual COIl Disclosure(s)

10.A.1- How many authors report Institutional
Intellectual COI related to institution participation
in research?

10.A.2- How many authors report Institutional
Intellectual COIl related to institution advocacy?

10.A.3- If any form of Institutional Intellectual COI
is disclosed by any author, please copy and paste
the quotation(s) here:

10.B- Does the disclosure specify whether:

Yes

10.B.1- Any type(s) of O
Institutional Intellectual COI

relates to one of the

interventions subject of the

study?
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1 10.B.2- Any type(s) of O O
2 Institutional Intellectual COI
3 relates to interventions not
4  Subject of the study but under
5  the same field?
6
7
8
9

10 11- Institutional Cultural COI Disclosure(s)

13 11.A.1- How many authors report Institutional
Cultural COI?

15 11.A.2- If any form of Institutional Cultural COI is
16 disclosed by any author, please copy and paste the
17 quotation(s) here:

21 11.B- Does the disclosure specify whether:

23 Yes No

24 11.B.1- Any type(s) of O O
Institutional Cultural COI relates

to one of the interventions

subject of the study?

31 11.B.2- Any type(s) of @) O
32 Institutional Cultural COI relates

33 tointerventions not subject of

34 the study but under the same

field?

40 12- Other COI Disclosure(s)

12.A- For COl disclosures that you could not
categorize, please specify the number of authors
44 (eg. 5 authors) for the uncategorized disclosures
45 then copy/paste the statement(s) here:

49 13- Non-Influential/Unrelated COI Disclosures

21 13.A- For COI disclosures that describe a

52 relationship (e.g., payment from drug company) then
53 include the loogly statement such as "this was

54 unrelated to the subject" or "but she did not

55 endorse..." or "this relationship did not influence

56 his decision": Please specify the number of authors
57 thatinclude such a statement (eg, 5 authors) then
58 copy/paste the statement(s) here:
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14- COI Disclosures by Individuals other than the authors

14.A- For Editor(s): is there a reference to a COI O Yes

disclosure statement (available in the full-text, or O No

as an accessible ICMJE form, or upon request)?

14.B- For Peer-reviewer(s): is there a reference to a O Yes

COl disclosure statement (available in the full-text, O No

or as an accessible ICMJE form, or upon request)?

14.C.1a- Does the paper report contribution by an QO Yes

external writer? O No

14.C.1b- If yes, is there a reference to a COI O Yes

disclosure statement (available in the full-text, or O No

as an accessible ICMJE form, or upon request) by the

external writer?

14.D.1a- Does the paper provide COI disclosures by O Yes

other individuals/groups (besides the authors, O No

editors, peer-reviewers, external writers)?

14.D.1b- If yes, please copy/paste the statements

here:

15- Requested COI Disclosures

Please skip this section (only for Maram to fill)

15.A- Was information on COI provided upon request? QO Yes
O No

15.B.1a- The provided document reports COI as (check
all that apply):

15.B.1b- If other form, please specify

[1 Narrative statement
[] ICMJE Uniform Disclosure Form
[] Other form

15.C- For how many authors:

15.C.1- Does the provided document report more
disclosures than the main document?

15.C.2- Does the provided document report less
disclosures than the main document?

15.C.3- Does the provided document report the same
disclosure(s) as in the main document?

15.C.4- Does the provided document report more
details than the main document for the same
disclosure(s)?

15.C.5- Does the provided document report less
details than the main document for the same
disclosure(s)?
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i S4 Appendix: List of 55 journals publishing the included primary studies
Z Health Affairs

7 BMJ Quality & Safety

8 Health Expectations

9 Implementation Science

10 Medical Care

1; Milbank Quarterly

13 Health Services Research

14 Medical Care Research And Review

15 Pharmacoeconomics

16 International Journal For Quality In Health Care

1; Health Policy And Planning

19 Administration and Policy in Mental Health and Mental Health Services Research
20 Quality Of Life Research

21 Human Resources for Health

22 Journal Of Health Economics

;i Psychiatric Services

25 European Journal Of Health Economics

26 Palliative & Supportive Care

27 Patient-Patient Centered Outcomes Research

28 Health And Quality Of Life Outcomes

;g Health Economics

31 Health Promotion International

32 Health Policy

33 Psychology Public Policy And Law

34 AIDS Care-Psychological And Socio-Medical Aspects Of AIDS/HIV
gg Journal of Health Services Research & Policy

37 BMC Palliative Care

38 Journal Of Aging And Health

39 American Journal Of Managed Care

40 Journal Of Interprofessional Care

H Expert Review Of Pharmacoeconomics & Outcomes Research
25 Journal Of Behavioral Health Services & Research
44 Journal of Pediatric Health Care

45 BMC International Health and Human Rights

46 Health Care Management Review

47 Journal For Healthcare Quality

23 Journal Of Community Health

50 Health Communication

51 Health Care Management Science

52 Journal Of Health Politics Policy And Law

53 Qualitative Health Research

gg’ Journal Of Mental Health Policy And Economics
56 Disability And Health Journal

57

58

59
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Journal Of Rural Health

Australian Journal of Primary Health

International Journal Of Health Planning And Management

Journal Of Healthcare Management

Community Mental Health Journal

Journal Of Health Care For The Poor And Underserved

Journal of Policy and Practice in Intellectual Disabilities

Quality Management In Health Care

Australian Health Review

International Journal Of Health Services

Inquiry-The Journal Of Health Care Organization Provision And Financing

International Journal of Health Economics and Management
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Abstract

Objectives: The objective of this study was to assess the frequency and types of conflict
of interest (COI) disclosed by authors of primary studies of Health Policy and Systems
Research (HPSR).

Design: We conducted a cross sectional survey using standard systematic review

methodology for study selection and data extraction. We conducted descriptive analyses.

Setting: We collected data from papers published in 2016 in “health policy and service
journals” category in Web of Science database.

Participants: We included primary studies (e.g., randomized controlled trials, cohort
studies, qualitative studies) of HPSR published in English in 2016 peer-reviewed health
policy and services journals.

Outcome measures: Reported COI disclosures including whether authors reported COI
or not, form in which COI disclosures were provided, number of authors per paper that
report any type of COI, number of authors per paper that report specific types and

subtypes of COL.

Results: We included 200 eligible primary studies of which 132 (66%) included COI
disclosure statements of authors. Of the 132 studies, 19 studies (14%) had at least one
author reporting at least one type of COI and the most frequently reported type was
individual financial COI (n=15, 11%). None of the authors reported individual intellectual

COlIs or personal COIs. Financial and individual COIs were reported more frequently

compared with non-financial and institutional COls.

Conclusion: A low percentage of HPSR primary studies included authors reporting COI.

Non-financial or institutional COIs were the least reported types of COI.

3
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Keywords: conflict of interest, health policy, health systems

Strengths and limitations of this study

oNOYTULT D WN =

9 e This is the first study to assess the frequency and types of COI disclosed by
authors of primary studies of HPSR.

14 e The study used a rigorous methodology that included a search strategy specific
16 to health policy and services journals and duplicate study selection and data
abstraction processes.

21 e We used a comprehensive framework for the classification of COI.

23 e The study focused on reported COI, thus these statements depend on journals
COI policy requirements, and whether authors’ disclosures are accurate or

28 complete remains uncertain.
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Background

Evidence-informed health policymaking aims to ensure that policymaking is well-
informed by the best available evidence !. Evidence from Health Policy and Systems
Research (HPSR) can inform health system policy decisions including who delivers
health services and where, and how these services are financed and organized 23.
Furthermore. policymakers are increasingly recognizing the importance of the use of
research evidence in improving health, reducing health inequities and contributing to
economic development 43. However, conflict of interest (COI) of researchers may

influence the conduct and reporting of HPSR.

COl is defined as “a financial or intellectual relationship that may impact an individual’s
ability to approach a scientific question with an open mind” 6. For instance, one study
assessing the frequency and influence of financial COI on economic analyses in oncology
found that the studies disclosing financial COI directly or indirectly consistently
supported the sponsor’s product 7. Additionally, Forsyth et al. found that opinion articles
skeptical of the use of systematic reviews for policy-making were more likely to have

industry ties than articles supportive of their use 8.

Reporting of COI in HPSR is important given its potential influence on public policy and
decision-making. We previously assessed the reporting of COI in HSPR systematic
reviews °. We found that 20% of those reviews did not include a COI disclosure
statement, and only 15% of disclosure statements reported the existence of any COI.

Furthermore, the reporting of COI in primary studies is important for both policy makers,

5
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relying on their findings for decision making, as well for authors of systematic reviews
assessing the potential bias associated with the COI of study investigators '°. Therefore,
this study aims to assess the types and frequency of COI disclosed by authors of primary

studies of HPSR.

Methods

Design overview and definitions

We conducted a cross-sectional survey using standard systematic review methodology for
study selection and data extraction. We defined COI disclosure as the reporting of
whether a COI exists or not. We classified the types of disclosed COls as shown in figure
1 and detailed in S1 appendix. Our classification of COlIs relies on a framework informed
by a literature review, the findings of recent studies assessing COlIs reported by authors
of clinical systematic reviews, HPSR systematic reviews and randomized controlled trials
91112 and the International Committee of Medical Journal Editors (ICMJE) COI
disclosure form!3. We used the word “loogly” to label “any additional statement in the
COl disclosure that attempts to downplay a disclosed relationship by suggesting that it is
unrelated to COI” (e.g., ‘this relationship did not influence the content of the

manuscript’) 1.

Insert Figure 1 here

Figure 1: Classification of conflicts of interest

Eligibility criteria
We included articles meeting the following eligibility criteria:

6
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Type of study: primary studies (e.g., randomized controlled trials, cohort studies,
qualitative studies). We excluded systematic and literature reviews, case studies,
technical reports, conference reports, proceedings, editorials and opinion pieces;
Type of field: health policy and systems research; we used the taxonomy of health
systems topics used to code Health Systems Evidence (HSE) database of
McMaster Health Forum to assess eligibility: governance, financial, delivery
arrangements, and implementation strategies 413, Governance arrangements
cover five topics: policy authority, organizational authority, commercial authority,
professional authority, and consumer & stakeholder involvement. Financial
arrangements include topics on financing systems, funding organizations,
remuneration providers, purchasing products & services and incentivizing
consumers. Delivery arrangements cover topics related to how care is designed to
meet consumers’ needs, by whom care is provided, where care is provided, with
what supports is care provided. Implementation strategies comprise topics on
consumer-targeted strategy, provider-targeted strategy and organization-targeted
strategy.”

Articles published in English in 2016.

Search strategy

We searched for papers published in peer-reviewed health policy and services journals.
We ran the search in the Web of Science database limiting to “Health Policy and
Services” journal category, “article” document type, English language and to the year

2016. S2 appendix presents the detailed search strategy.

7
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Selection process

We drew a random sample of 200 papers from the set of citations retrieved by the search
to undergo the selection process using an online random sequence generator
(www.random.org/sequences). This sample of 200 primary studies is a subset of our
previously published study on the reporting of funding i n health policy and systems
research 6.

Citations were exported to EndNote™ X7.5 software (Thomson Reuters, Philadelphia,
PA, USA). Reviewers completed calibration exercises before starting the selection
process. Two reviewers screened title and abstracts for eligibility in duplicate and
independently using EndNote. We ensured that papers retrieved by our search were
effectively on HPSR. We retrieved the full text of citations judged as potentially eligible
by at least one of the two reviewers. The two reviewers screened the full texts in
duplicate and independently. The reviewers resolved their disagreements by discussion,
and consulted a third reviewer when consensus could not be reached. We used a
standardized and pilot tested full text screening form. We recorded reasons for exclusion

and summarized the selection process results in a PRISMA study flow diagram !7.

Data extraction process

We developed and pilot-tested a standardized data extraction form with detailed
instructions (see S3 appendix). Two teams of eight reviewers completed calibration
exercises and extracted data in duplicate and independently. Reviewers extracted study

data using Research Electronic Data Capture (REDCap) tool, a secure, web-based

8
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application designed to support data capture for research studies '8. The reviewers
compared results and resolved disagreements through discussion, or with the help of a

third person when consensus could not be reached.

Extracted data
We extracted the following general characteristics of each article:

e Number of authors;

e Reported affiliation(s) of first and last author (private or public academic
institution, government, not-for-profit organization, private-for-profit,
intergovernmental);

e Country of affiliation of the first author and its classification (as per World Bank
list of economies issued in September 2016);

e Health systems arrangement of the paper (governance, financial, delivery

arrangements, and implementation strategies).

We extracted the following characteristics of the reported COI disclosures (as defined
above):
e  Whether authors reported COI or not;
e Form in which COI disclosures were provided (a narrative statement, an online
document, available upon request);
e Number of authors per paper that report any type of COI;
e Number of authors per paper that report each specific type of COI, and when

applicable, the different subtypes of COI;

9
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e  Whether the paper reports relevant characteristics of the COI (source, monetary
value, duration);
e Whether individuals other than the authors provided COI disclosures (e.g. editors,
peer-reviewers, external writers, others).
We extracted information the following information on the characteristics of the journal:
e Impact factor

e Existence of a COI disclosure policy

Data analysis

For eligible articles, we conducted descriptive analyses, focusing on the reported COI
disclosures. For continuous variables, we present summary data as medians and quartiles
since the application of the Kolmogorov— Smirnov (K-S) test did not demonstrate
normality. We presented the results for categorical variables as frequencies and
percentages, and analyzed them using the Chi-square test or, if the expected event
number proved less than 5, the Fisher’s Exact test. We considered a p-value of < 0.05 as
statistically significant. We performed the analysis using SPSS, version 21.0

for Windows (SPSS INC., Chicago, IL, USA).

Results

Out of the 2,648 citations identified, we included 200 eligible primary studies that were
published in 55 “Health Policy & Services” journals. Figure 2 shows the study flow
diagram.

Insert Figure 2

10

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml



oNOYTULT D WN =

BMJ Open

Figure 2: Study flow diagram

General characteristics of the included primary studies

Table 1 presents the general characteristics of the included primary studies. The median
number of authors per study was four. The majority of studies were conducted by authors

affiliated with institutions located in high-income countries (92%) where most articles

were conducted in the United States (54%) followed by UK (8%). Most articles

addressed the topic of delivery arrangements (72%). Most first authors and last authors

were affiliated with public academic institutions (68% and 65% respectively).

Table 1: General characteristics of the included primary studies (N=200)

11

Overall
N (%)
Number of authors; Median (Interquartile range) 4(3-6)
Classification of the country of the institution to which the
first author is affiliated:
High income 183 (92)
United States 107 (54)
United Kingdom 16 (8)
Australia 13 (7)
Canada 9(5)
The Netherlands 7(4)
Other high income countries 31 (16)
Upper middle income 10 (5)
China 3(2)
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1

2

i South Africa 3(2)
5 Other upper middle income countries 4(2)
s Lower middle income 4(2)
2 Kenya 1(0.5)
1(1) Philippines 1(0.5)
12 Bangladesh 1 (0.5)
13 Vietnam 1(0.5)
12 Low income 3(2)
17 Uganda 3(2)
13 Affiliation of first author *

;? Public academic institution 135 (68)
;g Private academic institution 46 (23)
24 Government 18 (9)
;2 Not-for-profit organization 23 (12)
;Z; Private-for-profit 2 (1)
;g Intergovernmental 1(1)
31 Affiliation of last author *

gg Public academic institution 129 (65)
g: Private academic institution 51(26)
g? Government 21 (11)
38 Not-for-profit organization 20 (10)
23 Private-for-profit 3(12)
2; Intergovernmental 0(0)
23 Type of Health Systems Arrangement *

45 Delivery arrangement 143 (72)
2? Implementation strategies 25 (13)
22 Governance arrangement 23 (12)
50 Financial arrangement 67 (34)
g; * Studies may have more than one option that applies.

s

55

56

57

58 12
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Characteristics of the reported COI disclosures

Of the 200 primary studies, 66% (132/200) included COI disclosure statements of
authors. All but one study provided COI disclosures narratively in the main document;
the single study provided them in an online form that was not accessible. None of the
included studies reported COI by individuals other than the authors (e.g. editors or peer-

reviewers).

Table 2 presents the reporting of the different types of COI in the 132 studies that
included COI disclosure statements. Of these 132 studies that included COI disclosure
statements, 19 (14%) had at least one author reporting at least one type of COI while 113
(86%) studies had their authors reporting that they had no conflict of interest. The most
frequently reported type was individual financial COI (n=15, 11%), with the median
percentage of authors reporting this type of COI being 25%. None of the authors reported
individual intellectual COIs or personal COlIs. Of the 132 primary studies that provided
COI disclosure statements, more had at least one author reporting financial COIs
compared to non-financial COls (n=16; 12% versus n=3; 2%; p-value=0.04). More
studies had at least one author reporting individual COIs compared to institutional COIs

(n=15; 11% versus n=5; 4%; p-value=0.01).

Table 2: Reporting by primary study authors of the different types of conflict of interest
(COI) (N=132)

Studies with at least one Distribution of the

author reporting a specific percentage of authors per

type of COI *; study reporting that type of
n (%) COIL %;
13
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Median (Interquartile range)

At least one type 19 (14) 25 (17-50)
Individual financial (direct 15 (11) 25 (15-50)
benefit)
Individual financial 0 (0) N/A
(benefit through
professional status)
Individual intellectual 0(0) N/A
Individual personal 0(0) N/A
Institutional financial 2(2) a
Institutional intellectual 3(Q2) b
Institutional cultural 0(0) N/A
“Other types” $ 4 (3) 30 (18 — 85)
Provided a “loogly 3(2) ¢
statement”

* One study can have authors reporting more than one type of COI.

§ Calculated using the number of papers with at least one author reporting the specific type of COI (i.e.,
papers counted in the preceding column) as the denominator.

$ “Other types” of COlIs included: ‘implementing national clinical audit’ (n=1), ‘non-compensated
affiliations’ (n=1), ‘attended meetings’ (n=1), and relationship with a publishing entity (n=1). We consider
these as individual and non-financial types of COL.

2 Authors of only 2 studies reported institutional financial COI, with the percentages being 20% and 100%.
b Authors of only 3 studies reported institutional intellectual COI, with the percentages being 20%, 25%,
and 33%.

¢ Authors of only 3 studies provided a “loogly statement”, with the percentages being 10%, 25% and 100%.
N/A=Not applicable

Individual financial COI: Table 3 presents the reporting of the different subtypes of

individual financial COI in the 15 primary studies with at least one author reporting

14
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(n=9; 60%) and ‘grant’ (n=6, 40%). The median percentages of authors reporting these

two subtypes were 20% and 18% respectively.

Table 3: Reporting of primary study authors of different subtypes of individual financial
conflict of interest (COI) (N=15)

Studies with at least one
author reporting the subtype

of individual financial COI *;

Distributions of the

percentage of authors per

study reporting that subtype

n (%) of COI §; Median
(Interquartile range)

Grant 6 (40) 18 (9-27)
Employment 2(13) a
Personal fees (other 9 (60) 20 (12 —38)
than employment)
Non-monetary support 1(7) b
Study 0(0) N/A
supplies/services
Patent(s) 0 (0) N/A
Stocks, bonds, stock 3 (20) c
options, other
securities
“Other subtypes” 0 (0) N/A

* One study can have authors reporting more than one type of COL.

papers counted in the preceding column) as the denominator.

15

§ Calculated using the number of papers with at least one author reporting the specific type of COI (i.e.,

2 Authors of only 2 studies reported “Employment”, with the percentages being 50% and 100%.
b Authors of only 1 study reported “Non-monetary support”, with the percentage being 17%.
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1

2

3 ¢ Authors of only 3 studies reported “Stocks, bonds, stock options, other securities”, with the percentages
4

5 being 20%, 25% and 33%.

6 N/A=Not applicable

7

8

9 Of the 15 studies with at least one author reporting individual financial COI, 14 reported
10

1; the source of financial COI. Only two of these 14 studies specified the relationship of the
13

14 source to the field under study; in both cases, the sources produced a product not the

15

16 subject of the study but under the same field. Only one of the 15 studies reported on the
17

13 timing of the conflicted relationship relative to the conduct of the study; in that case, the
;? relationship occurred during the conduct of the study. None of the studies reported on the
22

23 monetary value of the financial COI.

24

25 Characteristics of the Journals

26

;é The median impact factor of the 55 journals that published the included primary studies
29

30 was 1.66 (IQR=1.36-2.41). Ninety-six percent (53/55) of the journals had a COI

31

32 disclosure policy requiring authors to report their conflict of interests. Of the 68 papers
33

gg that did not include a COI statement, 90% (61/68) were published in journals that did
36 .

37 have a COI disclosure policy. The percentage of papers that included a COI statement
38

39 was 68.2% in journals with a COI disclosure policy and 12.5% in journals without a COI
40

2; disclosure policy (p=0.012). We provided the list of the 55 journals that published the
ji included primary studies in S4 appendix.

45

46

47

48 Discussion

49

50 .

=1 Summary of findings

52

53 In summary, 66% of 200 HPSR primary studies included COI disclosure statements of
54

55 authors, with only one using an inaccessible online disclosure form. Of these studies,
56

57

58 16
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14% had at least one author reporting at least one type of COI. Most frequently, authors
reported individual financial COI. Very few studies reported non-financial or institutional
COIs. The two most frequently reported subtypes of individual financial COI were
‘personal fees’ and ‘grant’. None of the studies reported on the monetary value of the
financial COI, or provided disclosure by individuals other than the authors such as editors

Or reviewers.

Strengths and limitations

This is the first study to assess the frequency and types of COI disclosed by authors of
primary studies of HPSR. We have used a rigorous methodology that included a search
strategy specific to health policy and services journals and duplicate study selection and
data abstraction processes. We used a comprehensive framework for the classification of
COI used in previous studies® ' 12. Our study focused on reported COI, thus these
statements depend on journals COI policy requirements, and whether authors’ disclosures

are accurate or complete remains uncertain.

Comparison to other studies

Our findings, in relation to similar studies, demonstrate that COI disclosure statements
are less frequently included in HPSR primary studies (66%) compared to HPSR
systematic reviews (80%), clinical randomized controlled trials (94%), and clinical
systematic reviews (97%) (figure 3) ! 12, Factors that may be contributing to these
differences include the less rigorous COI policies in HPSR journals compared to Core

Clinical journals, and potentially a less strict implementation: 93% of HPSR journals

17

For peer review only - http://bmjopen.bmj.com/site/about/guidelines.xhtml



Page 19 of 43

oNOYTULT D WN =

BMJ Open

(including the 55 journals that published the primary studies included in this study) have

a COI disclosure policy compared to 99% for Core Clinical journals '° 29,

The percentage of authors reporting any type of COI in HPSR primary studies (14%) was
comparable to that of HPSR systematic reviews (15%). However, that percentage is much
lower compared to that of clinical systematic reviews (41%) and clinical trials (57%) ° !

12 “Possible explanations for this low rate of disclosure could be either an actual low

prevalence of COI in this field, or an underreporting by HPSR authors of their COls..

Indeed, an increasing number of studies is using resources such as the Open Payment
database to verify the accuracy of the COI disclosures of health researchers 2124, They are
consistently showing that researchers tend to underreport their conflicts of interest (up to

81% in one study 2°).

Reporting of financial COI was higher than non-financial COI in HPSR primary studies.
This is consistent with the findings of previous studies that focused on COI reporting in
HPSR systematic reviews, clinical systematic reviews, and randomized controlled trials °
1112 Although this might reflect how frequently these types of COI exist, it might also be
that authors are less aware of the concept of non-financial COI, or of what exactly
qualifies as a non-financial COI. Another explanation could be related to the extent of use
of standard COI disclosure forms: we found that only one study used a standardized form

to report COI, compared to 12% in clinical trials '2.

Insert Figure 3 here
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Figure 3: chart comparing the reporting of financial and non-financial COI in different
types of publications. The denominator for the reporting of the different types of COI is

the number of studies that included a COI disclosure statement.

Implications for practice and research

As HPSR may be used to inform policy decisions, COI of HPSR authors may bias their
research output and subsequently lead to misguided public policies and decisions 2627,
For example, Bes-Rastrollo et al. found that financial COI may bias findings of
systematic reviews of the effects of sugar-sweetened beverages consumption on weight
gain and obesity ?%. In turn, such biased conclusions might adversely influence
policymaking related to regulation of sugar-sweetened beverages. Consequently, the
appropriate disclosure and management of COlIs are essential for the credibility and trust
in HPSR and hence, might increase its uptake in policymaking. For that reason, HPSR
journals to strengthen their COI disclosure policies, and the implementation of existing
policies. One approach to help authors better recognize and disclose their COIs would be
to develop a standardized COI disclosure form similar to that of the ICMJE but more
specific to health policy and systems research. Journals publishing HPSR should also
consider collecting and publishing the COlIs of editors and peer-reviewers. Future
research should investigate the reasons behind the higher reporting of financial COI
compared with non-financial COI in HPSR primary studies. Investigate of the accuracy
and completeness of reporting of COI may also provide insight into the low rates of

disclosed COl.
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Figure 3: chart comparing the reporting of financial and non-financial COI in different types of publications.
The denominator for the reporting of the different types of COI is the number of studies that included a COI
disclosure statement.
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S1 Appendix: Classification of conflicts of interest

Conflicts of interest can be individual or exist through institutional affiliations:
= Individual COls. Types of individual COIl include financial, intellectual and personal
COls.

= Types of institutional COI include financial, intellectual and cultural COls.

Part 1: Classification of individual financial COI

Part 1a: Individual financial COI with direct financial benefit

Page 28 of 43

Definition:
Individual financial COI with direct financial benefit arises from any payment, research funding,
consultancy, advisory board membership, and the like from the manufacturer of a drug or device
or service under consideration. This type of COl may involve the individuals themselves, their
families or a business they own. Typically, a timeframe of three to five years is considered for
these COls.

Grant There could be a differentiation whether the
grant is going to the investigator or to his/her
institution. Types: grant; salary for research;
contract; fellowship; unrestricted educational
funding; peer-reviewed grant funding

Employment Types: former employment; current
employment; stipend; salary

Personal fees (other than employment) Types: honoraria, royalties, fees for
consulting, lectures, speakers’ bureaus,
expert testimony, presentations, editorial
work, manuscript preparation, trial
involvement. management, educational
support, production of books, article
research, scientific meetings, entertainment,
gift, charitable contribution, other affiliations
(e.g. advisory board, steering committee
membership, supported by another party for
holding a chair at one’s institution)
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Non-monetary support Types: travel paid; writing assistance;
administrative support; food and beverage

Study supplies/services
Patent(s)
Stocks, bonds, stock options, other securities (e.g. equity)

Other forms

Part 1b: Individual financial COI with benefit through professional status

Definition:

Individual financial COI with benefit through professional status arises when an individual is
"engaged in a specified activity as one’s main paid occupation" or “a member of a professional
group of individuals”.

e.g. an author that is a dietician conducts a study looking at advice vs. no advice from a
dietician; an author that provides colonoscopy services; an author that works at a warfarin
clinic

Part 2: Classification of individual intellectual COI

Definition:

Individual intellectual COI arises when an individual participates in scholarly activities related to
the issue under consideration, or when an individual has taken a position or has an opinion and
expresses it in a statement publicly. Such activities may result in an emotional attachment to a
particular interpretation of evidence or position regarding optimal course of action.

Participation in primary studies e.g. randomized controlled trials; case-control studies,
observational studies, qualitative studies

Participation in secondary studies e.g. systematic reviews

Participation on guideline panel e.g. Chair of American Heart Association Get With The
Guidelines Steering Committee
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Public expression of opinion e.g. textbook; review article; editorial; presentation

Page 30 of 43

Part 3: Classification of individual personal COIl

Definition:
when an individual has personal opinions or conditions that concern one's private life,
relationships, and emotions rather than one's career or public life.

Beliefs (religious, political, philosophical)  e.g. an author against organ donation or abortion
attributed to personal religious beliefs

Personal characteristics (gender, age, race, e.g. an author with a physical disability
physical/psychiatric condition, sexual conducting a study on the benefit of physical
orientation) rehabilitation

Part 4: Classification of institutional financial COI

Part 4a: Institutional financial COIl with direct financial benefit to the institution

Definition:

Institutional financial COI arises when an institution, to which an individual belongs, has a
relationship with the manufacturer of a drug or device or service under consideration. Such
institutions include academic medical centers and professional societies.

Seeking and receiving gifts, Types: grants for research/fellowship/salary support;

endowments, or grants from companies, merit awards; endowments; patent funds; educational

for example, a gift of an endowed fees; funds for author activities (speaker fee,

university chair consultancy, honoraria, board membership,
testimony, writing); funds for drug/equipment
supplies

Conduct of research within the institution that relates to the issue under consideration and could
affect the value of the institution’s patents or its equity positions or options in biotechnology,
pharmaceutical, or medical device companies

Senior officials who act on behalf of the institution have personal financial interests related to
the issue under consideration
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Part 4b: Institutional financial COI with benefit through increasing services provided by the
institution

Definition:
when an institution employs professionals who advocate for clinical services related to the issue
under consideration but don’t provide those services themselves.

Part 5: Classification of institutional intellectual COI

Definition:

Institutional intellecutal COI arises when an institution/organization, to which an individual
belongs, focuses or funds research on a specific topic, or arises when an individual (paid
employee or unpaid member) belongs to an institution/organization that clearly advocates for
the issue under consideration.

Institution participation in e.g. an author works at a hospital which is enrolling

research participants in a trial on a certain topic; an author is a
member of an organization that has a research focus on a
certain topic

Institution advocacy when the 1. is an advocacy group that clearly advocates for the
institution: issue under consideration

2. has advocacy related to the issue under consideration
as part of its mission, objectives, work, or stated
position (i.e. position statement, editorial, blog,
amicus brief, or legislature or legal testimony)

3. shows "public support for or recommendation of a
particular cause or policy"

4. has senior officials who act on its behalf and have
COl related to the issue under consideration
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Part 6: Classification of institutional cultural COI

Definition:
Institutional cultural COIl arises when an individual (paid employee or unpaid member) belongs
to an institution/organization that has a specific cultural identity (e.g. catholic university).
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S2 Appendix: Search strategy
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Web of Science search strategy for health policy and services papers
10 1. Advanced search for “WC=(Health Policy & Services)”

2. Limit to “English”

15 3. Refine document types to “article”

17 4. Limit time span to: “01/01/2016 to present”

Select Social Sciences Citation Index
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Data Abstraction Form (COIl in HPS studies)

Record Number
Last name of the First Author
Study Title

Journal number

Page 1 of 9

1- Please select your name below

1.A- Reviewer name

O Abdul Sattar
O Arnav

O Assem

O Lama

O Maram

O Mounir

O Sanaa

O Fadel

2- General characteristics of the study

2.A.1- Number of authors

2.A.2a- Please select the reported affiliation(s) by
the FIRST author

2.A.2b- Please select the reported affiliation(s) by
the LAST author

2.B.1- Please insert the Country of the affiliation
of the first author:

2.B.2- Country classification (please see
Supplementary File):

[] Private academic/university
] Public academic/university
[] Government

[] Not for profit organization
[] Private for profit

[] Intergovernmental

[] Private academic/university
[] Public academic/university
[] Government

[] Not for profit organization
[] Private for profit

] Intergovernmental

QO High income
O Upper-middle income
O Lower-middle income
O Low income

3- Funding of the study

3.A- Is the study funded?

O Funded
O Not funded
O Not reported
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Page 2 of 9
1 3.B- Reported Source(s) of Funding/Support (check all ] 1. Internally funded
2 thatapply) [] 2. Governmental
3 [] 3. Private for Profit
4 [] 4. Private not for Profit with evidence of support
5 by Private for Profit that is a Drug/Device
6 Industry
7 [] 5. Private not for Profit with evidence of support
8 by Private for Profit that is NOT a Drug/Device
9 Industry

[] 6. Private not for Profit with no evidence of

10 support by Private for Profit
1 [] 7. Intergovernment
12 (Note: 1 for Internal sources of funding; 2-6 for
13 External sources of funding)
14
15
16

17 3.C.la- Does the paper explicitly report whether the funder/sponsor was involved in the
18 following?

19

20

21 Not involved Involved Not reported
22 1. Protocol/design of the study O O O
;i 2. Data collection O O O
25 3. Data analysis/ interpretation/ O O O
26 Management

;é 4. Funded a writer O O O
29 5. Preparation of the manuscript O O O
30 6. Review of the manuscript O O O
31 _

37 7. Approval of the manuscript O O O
33 8. Decision to submit the O O O
34 manuscript

35

36 9. Verified data accuracy/fact O O O
37 Checking

gg 10. Auditing of study conduct O O O
40 11. Conduct of study O O O
41 12. Study oversight O O O
42

43 13. Logistical support O O O
44 14. Team assembly O O O
22 15. Management O O O
47 16. Other (please specify below) O O O
48

;‘g 3.C.1b- If other, please specify

51

52 - =

53 4- Conflict of Interest Disclosure

54

>3 4 A-Does the paper report COl in the following [] Yes, narrative statement in the main document
26 forms? (check all that apply) [] Yes, in an online document (accessible)
57 ] Yes, in an online document (not accessible)
58 ] Yes, available upon request

59 [] No

60

4.A.1- Please copy and paste the quotation declaring
COlI from the main document
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1 4.B.1a- The online document reports COI as (check all [] Narrative statement
2  thatapply): [] ICMJE Uniform Disclosure Form
3 [] Other form
4
5  4.B.1b- If other form, please specify
6 . .
; 4.B.2- Please copy and paste the quotation declaring
8 COI from the online document
?O 4.C.1- How many authors report any type of COIl in the

Main document?

12 4.C.2- How many authors report any type of COI in the
13 Online document?

17 4.D- For how many authors:

4.D.1- Does the online document report more
20 disclosures than the main document?

22 4.D.2- Does the online document report less
23 disclosures than the main document?

25 4.D.3- Does the online document report the same
26 disclosure(s) as in the main document?

28 4.D.4- Does the online document report more details
29 than the main document for the same disclosure(s)?

31 4.D.5- Does the online document report less details
32 than the main document for the same disclosure(s)?

35 5. Disclosure(s) of Individual Financial COI (with direct financial benefit)

38 5.A- How many authors report COl related to any
39 subtype of individual financial COI (with direct
40 financial benefit)?

43 5,B- If any individual financial COl is reported, for how many authors does it relate to the
45 following subtypes?

47 5.B.1- Grant from source(s) same as funding source(s)

49  5.B.2a- Grant from source(s) different from funding
50 source(s)

52 5.B.2b- Please specify the source(s) that are
53 different from the funding source(s):

55 5.B.3- Employment

57 5.B.4- Personal fees (other than Employment)

5.B.5- Non-monetary support

5.B.6- Drug/Equipment supplies

5.B.7a- Patent(s)
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Yes

5.B.7b.1- Does the disclosure O
specify whether a patent relates

to one of the interventions

subject of the study?

5.B.7b.2- Does the disclosure O
specify whether a interventions

relates to the field but not any of

the interventions subject of the

study?

5.B.8- Stocks, bonds, stock options, other securities
5.B.9a- Other forms

5.B.9b- If other, please specify here:

BMJ Open

Page 4 of 9

5.C- Does the disclosure include the following?

5.C.1a- Source(s)

O Yes
O No

5.C.1b- Does the paper specify whether:

Yes
5.C.1b.1- Any source(s) of COI O
produces one of the
interventions subject of the
study?

5.C.1b.2- Any source(s) of COI O
produces interventions not

subject of the study but under

the same field?

5.C.2a- Monetary value

5.C.2b- If monetary value is specified, please copy
and paste the quotation here:
5.C.3a- Time period

5.C.3b- If time period is specified, please select
longest duration reported:

O Yes
O No

O Yes
O No

O During conduct of the study
O 1 year

O 2 years

QO 3 years

O 4 years

QO 5 years

O >5 years
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Page 5 of 9

6- Disclosure(s) of Individual Financial COl (with benefit through professional status)

6.A- How many authors report COI related to any
subtype of individual financial COI (with benefit
from professional status)?

6.B- Does the disclosure specify whether:

Yes

6.B.1- Any type(s) of Individual O
Financial COI (with benefit

through professional status)

relates to one of the

interventions subject of the

study?

6.B.2- Any type(s) of Individual O
Financial COI (with benefit

through professional status)

relates to interventions not

subject of the study but under

the same field?

7- Individual Intellectual COI Disclosure(s)

7.A- How many authors report on the following subtypes of Individual Intellectual COI?

7.A.1- Participation in primary studies
7.A.2- Participation in secondary studies
7.A.3- Participation in guideline panel(s)

7.A.4- Public expression of opinion

7.B- Does the disclosure specify whether:

Yes
7.B.1- Any type(s) of Individual O
Intellectual COI relates to one of
the interventions subject of the
study?
7.B.2- Any type(s) of Individual O

Intellectual COI relates to
interventions not subject of the
study but under the same field?
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8- Individual Personal COI Disclosure(s)

8.A.1- How many authors report Individual Personal
COl in any form?

8.A.2- If any form of Individual Personal COl is
disclosed by any author, please copy and paste the
quotation(s) here:

8.B- Does the disclosure specify whether:

Yes
8.B.1- Any type(s) of Individual O
Personal COlI relates to one of
the interventions subject of the
study?
8.B.2- Any type(s) of Individual O

Personal COlI relates to
interventions not subject of the
study but under the same field?

9- Institutional Financial COIl Disclosure(s)

9.A.1- How many authors report Institutional
Financial COlI, with direct financial benefit to the
institution?

9.A.2- How many authors report Institutional
Financial COIl, with benefit through increasing
services provided by institution?

9.A.3- If any form of Institutional Financial COl is
disclosed by any author, please copy and paste the
quotation(s) here:

9.B- Does the disclosure include the following?

9.B.1a- Source(s)
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9.B.1b- Does the paper specify whether:

Yes

9.B.1b.1- Any source(s) of COI O
produces one of the

interventions subject of the

study?

9.B.1b.2- Any source(s) of COI O
produces interventions not

subject of the study but under

the same field?

9.B.2a- Monetary value

9.B.2b- If monetary value is specified, please copy
and paste the quotation here:
9.B.3a- Time period

9.B.3b- If time period is specified, please select
longest duration reported:

O Yes
O No

O Yes
O No

O During conduct of the study
O 1year

O 2 years

O 3 years

O 4 years

QO 5 years

O >5 years

10- Institutional Intellectual COIl Disclosure(s)

10.A.1- How many authors report Institutional
Intellectual COI related to institution participation
in research?

10.A.2- How many authors report Institutional
Intellectual COIl related to institution advocacy?

10.A.3- If any form of Institutional Intellectual COI
is disclosed by any author, please copy and paste
the quotation(s) here:

10.B- Does the disclosure specify whether:

Yes

10.B.1- Any type(s) of O
Institutional Intellectual COI

relates to one of the

interventions subject of the

study?
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1 10.B.2- Any type(s) of O O
2 Institutional Intellectual COI
3 relates to interventions not
4  Subject of the study but under
5  the same field?
6
7
8
9

10 11- Institutional Cultural COI Disclosure(s)

13 11.A.1- How many authors report Institutional
Cultural COI?

15 11.A.2- If any form of Institutional Cultural COI is
16 disclosed by any author, please copy and paste the
17 quotation(s) here:

21 11.B- Does the disclosure specify whether:

23 Yes No

24 11.B.1- Any type(s) of O O
Institutional Cultural COI relates

to one of the interventions

subject of the study?

31 11.B.2- Any type(s) of @) O
32 Institutional Cultural COI relates

33 tointerventions not subject of

34 the study but under the same

field?

40 12- Other COI Disclosure(s)

12.A- For COl disclosures that you could not
categorize, please specify the number of authors
44 (eg. 5 authors) for the uncategorized disclosures
45 then copy/paste the statement(s) here:

49 13- Non-Influential/Unrelated COI Disclosures

21 13.A- For COI disclosures that describe a

52 relationship (e.g., payment from drug company) then
53 include the loogly statement such as "this was

54 unrelated to the subject" or "but she did not

55 endorse..." or "this relationship did not influence

56 his decision": Please specify the number of authors
57 thatinclude such a statement (eg, 5 authors) then
58 copy/paste the statement(s) here:
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14- COI Disclosures by Individuals other than the authors

14.A- For Editor(s): is there a reference to a COI O Yes

disclosure statement (available in the full-text, or O No

as an accessible ICMJE form, or upon request)?

14.B- For Peer-reviewer(s): is there a reference to a O Yes

COl disclosure statement (available in the full-text, O No

or as an accessible ICMJE form, or upon request)?

14.C.1a- Does the paper report contribution by an QO Yes

external writer? O No

14.C.1b- If yes, is there a reference to a COI O Yes

disclosure statement (available in the full-text, or O No

as an accessible ICMJE form, or upon request) by the

external writer?

14.D.1a- Does the paper provide COI disclosures by O Yes

other individuals/groups (besides the authors, O No

editors, peer-reviewers, external writers)?

14.D.1b- If yes, please copy/paste the statements

here:

15- Requested COI Disclosures

Please skip this section (only for Maram to fill)

15.A- Was information on COI provided upon request? QO Yes
O No

15.B.1a- The provided document reports COI as (check
all that apply):

15.B.1b- If other form, please specify

[1 Narrative statement
[] ICMJE Uniform Disclosure Form
[] Other form

15.C- For how many authors:

15.C.1- Does the provided document report more
disclosures than the main document?

15.C.2- Does the provided document report less
disclosures than the main document?

15.C.3- Does the provided document report the same
disclosure(s) as in the main document?

15.C.4- Does the provided document report more
details than the main document for the same
disclosure(s)?

15.C.5- Does the provided document report less
details than the main document for the same
disclosure(s)?
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S4 Appendix: List of 55 journals publishing the included primary studies

Health Affairs

BMJ Quality & Safety

Health Expectations

Implementation Science

Medical Care

Milbank Quarterly

Health Services Research

Medical Care Research And Review

Pharmacoeconomics

International Journal For Quality In Health Care

Health Policy And Planning

Administration and Policy in Mental Health and Mental Health Services Research

Quality Of Life Research

Human Resources for Health

Journal Of Health Economics

Psychiatric Services

European Journal Of Health Economics

Palliative & Supportive Care

Patient-Patient Centered Outcomes Research

Health And Quality Of Life Outcomes

Health Economics

Health Promotion International

Health Policy

Psychology Public Policy And Law

AIDS Care-Psychological And Socio-Medical Aspects Of AIDS/HIV

Journal of Health Services Research & Policy

BMC Palliative Care

Journal Of Aging And Health

American Journal Of Managed Care

Journal Of Interprofessional Care

Expert Review Of Pharmacoeconomics & Outcomes Research

Journal Of Behavioral Health Services & Research

Journal of Pediatric Health Care

BMC International Health and Human Rights

Health Care Management Review

Journal For Healthcare Quality

Journal Of Community Health

Health Communication

Health Care Management Science

Journal Of Health Politics Policy And Law

Qualitative Health Research

Journal Of Mental Health Policy And Economics

Disability And Health Journal
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Journal Of Rural Health

Australian Journal of Primary Health

International Journal Of Health Planning And Management

Journal Of Healthcare Management

Community Mental Health Journal

Journal Of Health Care For The Poor And Underserved

Journal of Policy and Practice in Intellectual Disabilities

Quality Management In Health Care

Australian Health Review

International Journal Of Health Services

Inquiry-The Journal Of Health Care Organization Provision And Financing

International Journal of Health Economics and Management
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